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CLAIMS 1-81 ARE PRESENTED FOR EXAMINATION 

Applicant's election without traverse of Group A, claims 1-12, 14 and 15, in 
Papers received November 20. 2003 is acknowledged. 

Applicants request that claims 1-15 be examined as to the generic invention of 
claim 1 is deemed proper. The examination of these claims were accordingly 
examinedfor the generic invention as claimed in claim 1. i.e., the ameliorating one or 
more symptoms of atherosclerosis in a mammal, said method comprising 
administering to said mammal a phospholipid in an amount sufficient to ameliorate one 
or more symptoms of atherosclerosis. 

Claims 16-81 are withdrawn from consideration. 

DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 4 is indefinite since it is not clear if the phospholipid is a complex with the 
claimed fatty acids or the claimed fatty acids are additional agents in the formulation. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-3, 6-8, 10-12, 14 and15 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Hsia et al. (5,231,090). 

Hsia et al. Teach at column 1, line 55 to column 3, line 23 applicants' claimed 
known compounds, i.e. phosphatidylcholine and phosphatidylserine when administered 
in effective amounts treats artherosclerosis. At column 1 , lines 55-60 teaches that 
phospholipids were administered intravenously and topically and resulted in the 
resolution of atherosclerotic lesions. Examples II and III illustrate the administration of 
phospholipids to humans are effective in treating phospholipids. See claims 1 1 and 12. 
Claim 2 drawn to a phospholipid that is a phospholipid that inhibits upregulation of 
anMKP-1 gene is deemed to be inherent in the teachings set forth above since 
applicant may have determined a mechanism by which the active ingredient gives the 
pharmacological effect does not alter the fact that the compound has been previously 
used to obtain the same pharmacological effects which would result from the claimed 
method. The patient, condition to be treated and the effect are the same. An 
explanation of why that effect occurs does not make novel or even unobvious the 
treatment of the conditions encompassed by the claims. 

The phospholipids, phosphatidylcholine, phosphaidylserine, (applicants' claim 3 
are taught at column 3, lines 56-63) 

.Claims 6 and 7 read on the teachings at column 2, lines 56-63 wherein it is 
taught that the claimed phopholipids can be combined. 

The mode of administration as claimed in claims 8 and 10 are taught in the 
reference as injection and in the form of a gel liquid etc. 
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Claim 1 is open ended, therefore claim 14 and 15 are anticipated under 35 
U.S.C. 102(b) as stated above since the claims as drawn read on the administration of a 
phospholipid.. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hsai et al. 
in view of Bertilli (4,684,520). Hsai et al. teach as stated above the administration of 
phospholipids in the treatment of athereosclerosis. The difference between this 
reference and the applicants' claim 9 is that Hsai does not teach the oral administration 
of said pholsolipids. However, one of ordinary skill in the art would be motivated to 
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administer said phospholipids orally since Bertilli at column 2, lines 47 to column 3, line 
19 teach that phospholipids can be administered orally. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bertilli 
(4,684,520). Bertelli teaches at column 5, lines 44-56 that certain phosphlipids are 
useful in the treatment of atherosclerosis. However, one of ordinary skill in the art 
would have been motivated to use an anologue of 1,2-dimyristoyl-sn-glycero-3- 
phosphocholine of applicants' claim 4 since at column 1 , lines 19-26 it is discloses that 
cholineglycerophospholipid, an analogue of applicants' claimed active agent is useful in 
the preparations of the invention taught therein and use in the treatment of 
atherosclerosis. One of ordinary skill in the art would have been motivated to use an 
analogue of applicants' claimed compound to treat atherosclerosis with the 
phospholipid taucht by the reference with a reasonable degree of expectation to 
succeed. 

Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hasi et 
al. in view of Aviram et al. . Hsai et al. teach as stated above the administration of 
phospholipids in the treatment of athereosclerosis. 

The difference between applicants claim 13 and the cited reference is that 
applicants claim the addition of a statin to the formulation to be administered. However, 
one of ordinary skill in the art would have been motivated to incorporate a statin in the 
formulation to treat atherosclerosis since Aviram et al teach at column 1 , lines 14-21 
and column 5 lines 9-25 that statins when administered to a patient can treat 
atherosclerosis. 
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As stated in In re Kerkhoven, 626 F.2d 846, 205 USPQ 1069, at page 1072 
(CCPA 1980): 

'"It is prima facie obvious to combine two compositions each of 
which is taught by the prior art to be useful for the same purpose, 
in order to form a third composition which is to be used for the very 
same purpose. In re Susi, 58 CCPA 1074, 1079-80, 440 F.2d 442, 
445, 169 USPQ 423, 426 (1971); In re Crockett, 47 CCPA 1018, 
1 020-21 , 279 F.2d 274, 276-277, 1 26 USPQ 1 86, 1 88 (CCPA 1 960). 
As this court explained in Crockett, the idea of combining them flows 
logically from their having been individually taught in the prior art. " 
In this application it would have been prima facie obvious to administer a 

phospholipid and a statin to treat atherosclerosis. 

The test of obviousness is "whether the teachings of the prior art, taken as a 
whole, would have made obvious the claimed invention." In re Gorman, 933 F.2d 982, 
1 8 USPQ 2d 1 885, (Fed. Cir. 1 991 ). In view of the above rejection it is deemed that 
the evidence presented has established a prima facie case of obviousness, is 
presented. 

None of the claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Theodore J. Criares whose telephone number is (571) 
272-0625. The examiner can normally be reached on 6:30 A.M. to 5:00P.M. Monday 
through Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on (571) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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